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Dear Eugenia
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[image: ]UNITED STATES ENVIRONMENTAL PROTECTION AGENCY REGION IX

75 Hawthorne Street

San Francisco, CA  94105



February 11, 2015



Renee Spears

Senior Environmental Scientist Specialist-QA Officer

Office of Information Management & Analysis

State Water Resources Control Board

1001 I Street, 16-39D- Sacramento, CA 95814

P.O. Box 100- Sacramento, CA 95812



Dear Ms. Spears:



This letter addresses the EPA Region 9 Quality Assurance Office’s March 17, 2014 approval of the State of California’s request to use an Alternate Test Procedure (ATP), authorizing the use of two concentrations in lieu of the five concentrations plus a control specified in the WET test methods, when using the Test of Significant Toxicity (TST) statistical approach.  EPA is withdrawing the approval of the Limited Use ATP, effective immediately, for a number of reasons. Please note that at this time, California's February 12, 2014 ATP request is no longer pending before EPA and should the State wish to pursue such an ATP, a new ATP application would be required.



A   you ma y know, the March 17,2014 Limited Use ATP a approval was challenged in the U.S. Eastern District Court of California in June 2014 by the Southern California Alliance of Publicly Owned Treatment Works (SCAP) and Central Valley Clean Water Association (CVCWA).   A  a result of the litigation, EPA has become aware of issue  related to the State of California's February 12, 2014 request as well as EPA Region 9's approval.  First, we note that the State's request cited 40 C.F.R. § 136.4, which describes the process for nationwide ATP approvals, rather than 40 C.F.R. § 136.5 for a Limited Use ATP.  While we continue to believe this was a simple error, we acknowledge that it h as created uncertainty and confusion among the regulated community.



Second, there is cuiTently pending a proposed rulemaking to revise the ATP regulations at 40

C.F.R. Part 136.  Plea e see http://water.epa.gov/scitech/methods/cwa/mur20 l 5.cfm .  The EPA Administrator signed a proposed rule on Februar y 5, 2015, relevant portion   of which are attached.  One element of that rulemaking i   a proposal to co1Tect an inadvertent error in the 40

C.F.R. s 136.5 regulatory langu age regarding Limited U e ATPs.  In revising 40 C.F.R. § 136.5

in 2012, EPA had inadvertently included the phrase "or permitting au thority" after each instance that the phrase "Regional  Alternate Test Procedure Coordinator" or "Region a l  ATP Coordinator" appears in Section 136.5.  The effect of th is i n advertent i nclusion was to a uthori ze State



permitting authorities to approve ATPs.  Thi   wa · not EPA's  intention, and EPA ha   now

propo ed to delete the phra e "or permitting au thority" from Section 136.5.  It i    EPA '  position that the inadvertent error i   not implicated in its approval deci  ion here, but plaintiff   have rai ed arguments regarding the phrase "permitting  authority" in Section 136.5.  To the extent this error has created uncettainty  in regards to the appropriateness of the March 17, 2014 ATP approval, EPA believe   it i   appropriate to withdraw that approval.  However, withdrawal of the approva l doe  not affect any a pect of the regulation   at 40 C.F.R. Part 136 but concem   on l y the State's February 12,2014 ATP request.



Third, plaintiff   have rai ed concem   with re pect to the administrative record for the ATP approval.  In light of some of the issues raised by plaintiff  , EPA ha  concluded that i t i appropriate to withdraw it  ATP approval.  If you have any que tion  regard ing this action, please contact me at (415) 972-3411.



Sincerely,



'fiu_



Eugenia McNaughton,  Ph.D. Manager, Quality A   urance Off ice







Cc: R ich Breuer



Thi   document  is a prepub l ication version, signed by EPA Admini  trato r Gin a McCarthy  on February 5, 2015.  W

h ave taken   tep  to en  u re the accuracy ofthi  ve r ion, but it is not the official v  rsion.



J. 	Clarification  /Correction   to ATP Procedure   in 40 CFR 136.4, 136.5 and Allowed



Modification   in 136.6



40 CFR 136.4 and 1 36.5 de cribe EPA procedure   for obtaining approval to use an altern ate te t procedures either on a national basi , or for limited use by discharger   or faciliti e specified in the approval.  ln the 2012 Method Update Rule, EPA made several clarifying changes to the lang uage of these sections.  At the same time, however, in many p l ace  in 40 CFR

136.4 and 136.5 where the ph ra e "Regional A l ternate Te t Proced ures  Coord i nator"  or "Regional ATP Coordinator" appears, EPA inadvertentl y also inserted t he phrase "o r p rmitting authority" following the phrase. This etTor resu l ted from the use of the "search and replace" function on the compu ter.  The effect of the change was to inadvertentl y authorize State

permitti ng aut horities to approve ATP  for limited use within the State.  EPA nev  r intended th i result a   is demon trated by two facts.  Fi r t, in it  proposal for the 2012 Update, EPA did not propo e to a uthorize State 	PDES permitting author i tie  to approve lim i ted u e ATP  .   econd, the ru le state  that the approval m ay be re tricted to speci fic dischargers or facil i ties, or to all discharger   or facil i ties "specified in the approvalfor the Region."  (empha  is added).  Th i s language evidence   EPA's  i ntent that the Regi on- not the  tate - wo u ld be a ut horized to issu e any   uch li mited u e ATP approval.  Finall y, a  further evidence of EPA's  intent, in  everal place  , t he te  t of the rule make  more sen e if read to a u thorize on l y the Regional ATP

Coord i nator, and not the State permitting a uthority, to approve l im i ted use ATPs.  Fore amp l e,



40 CFR 136.5(d)(1) provide   a  follows:



"After a rev i ew of the appl ication by the Alternate Te t Proc  dure Region al  ATP Coordinator or p  rmitting a uthority, the Regional ATP Coord i nato r or permitti ng
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authority notifies the applicant and the appropriate State agency of approva l  or rejecti on of the u e of the alternate test procedure...."

A  curr  ntl y writt  n, if t h e State i    acting on a request for approval, th  regu lation wo ul d r quir the State to inform itself of its own action in approving or rejecting th   ATP, a somewhat uperfluou   requirement.

Consequently,  EPA propose   to delete all instances of"or p  rmitting authority" from 40



CFR 136.4 and 136.5 to corr  ct this error and revi  e the r ul e text to it  origi nal intent.  Ba ed on thi   revision, EPA and EPA alone would have th  authori ty to approv   limi ted u e ATP  .

EPA also proposes changes to 40 CFR 136.4 and 136.5 to clarify the process for



nati onwide approval and the Regional A TP Coordinator's role in l im ited use ATP approvals. These changes do not sign ificantly change the process, the i ntent is to make wording simpler and clearer.

Finally, EPA proposes to add l anguage to 40 CFR 136.6( b)(1) to cl a rify that if a met hod user is uncertain whet her or not a modification is allowed under 40 CFR 136.6, t he u er  hould contact either its Di rector or EPA Regional ATP Coordinator.

K. 	Change  to Appendix B to 40 CFR part 136 - Definition and Procedure for the



Determination of the MDL



EPA proposes  revi ions to the procedu r   for determination  of the MDL prim arily to add r ss laboratory  bl ank contamination and to better account for intra-laboratory  variab ility. EPA's consid  ration ofrevi ions to th   MDL procedure for this r ulemak i ng i	peci fic to these

r vi ion , and oth  r chang 	to the procedure are outside the scope of thi  action. The proposed change   originated  from Th 		ational Env i ronmental Laboratory Accreditation  Confer  nee
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have tak  n  tep   to en  ure the accuracy of this ver  ion, but it is not t he official  ver  ion.









5. 	Section 1 36.4 is amended by revi  ing paragraph   (a) introductory text, (b), and (c) to read a  follow  :

§ 136.4 Application  for and approval of alternate  test procedures for nationwide  use.



(a) A written appl i cat i on for review of an alternate te t procedure (alternate method) for nati onwide use may be made by l etter via emai l or by hard copy in triplicate to the National Alternate Te t Procedure (ATP) Program Coordinator  (National Coordinator),  Office of Science and Technology  (4303T), Office of Water, U.S. Environmental  Protection Agency,200

Pennsylvania  Ave. NW, Washington, DC 20460. Any application for an ATP under this paragraph (a) shall:

*	* 	* 	*	*



(b) The Nati onal Coordinator  may request addit i onal  i nformation and ana l yses from the applicant  in order to eva l uate whether the al ternate test procedure satisfie   the appl ica bl requirement   of thi  part.

(c) Approval for nationwide u e.



(1) After a review of the application and any additiona l anal y es requested from the applicant, the National Coordinator  will not ify the applicant, in writing, of whether the 	ation al Coordinator  wi ll recommend approval or disapproval of the alt  rnate te t procedure for nationwide u  e in CWA programs. If the appli cation is not recommended for approval, the National Coordinator  may  pecify what additional i nformation might l ead to a recon  ideration of the applicat ion and notify the Regi onal Alternate Te t Proced ur   Coordinator   of the di approval recommendation. Ba ed on th   National  Coordinator's  recommended  di approval of a propo ed alternate te t proc  dure and an a sessment of any current approva l    for l imi ted use  for the

This docum ent is apr publ i cation version, signed by EPA Ad ministrator  Gin a McCarthy  o n Fe bru ary 5, 2015.   We





Page 1 44 of390



This document  i   a prepubl ication version, si gn  d by EPA Ad m i ni trator Gin a McCart h y on F  bruary 5, 2015.  W

have taken steps to en  ure the accuracy of th i s version, bu t it i    not th   official ver ion.



unapproved method, the Regional ATP Coordinator may decide to withdraw approval of the method for limited use in the Region.

(2) Where the National Coordinator h as recommended approval of an applicant's request for nationwide use of an alternate test procedure, the 	ational Coord i nator wi ll noti fy the applicant. The National Coordinator will also notify the Regional ATP Coordinators that they may con  ider approval of this al ternate te t procedure for limited use in their Region s ba ed on the informati on and data provided in the application until the alternate test procedu re is approved by publ ication in a final r u le in the Federal Regi ster.

(3) EPA wi l l  propo e to amend 40 CPR patt 136 to i n clude th  alternate te t procedu re i n



§136.3. EPA  h all make availab le for review all the factual bases for it  proposal, including the method, any performance  data  ubmitted by the applicant and any available EPA anal ysis of

t ho e data.



(4) Fo ll owing public comment, EPA   hall publish in the FEDERAL REGISTER a final deci  ion on whether to ·a mend 40 CPR part 136 to include the alternate te t proc  dure as an approved anal ytica l  method for nationwide use.

(5) Whenever the Nati onal Coordinator has recommended approval of an a pplicant's ATP requ  st for nationwide use, any per on may request an approval of the method for lim ited u  e under §136.5 from the EPA Region.







6. 	Section 1 36.5 is amended by revising paragraphs (a), (b), (c), and (d) to read as follows:



§136.5   Approval of a lternate test procedures  for limited use.



(a) Any per on may r qu   t the Regiona l  ATP Coordinator to a pprove the u  e of an al ternate test procedure  in th   Region.
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(b) When the request  for the use of an alternate test procedure concerns u  e in a State  with an NPDES permit  program approved  pur  uant to section  402 of the Act, the reque  tor shall fir  t ubmit an application for limited  use to the Director of the State agency  having  responsibility for

i suance  of 	PDES  permit   within such State (i.e., permitting a uthori ty). The Director will forward  the application to the Regional  ATP Coordinator with a recommendation for or again  t approval.

(c) Any application for approval of an alternate te t procedure for li mited  use may be made  by letter via ema il or by hard copy.  The app licat i on   hall include  the following:

(1) Provide the name and addres   of the applicant and the applicable ID number  of the



exist i ng or pending permit(s) and i suing agency  for which  use of the alternate test procedure is r  que  ted , and the discharge serial  number.

*	* 	* 	* 	*



(d) Approval for li mited  use. (1) The Regional ATP Coordinator w ill rev i ew the



appl ication  and notify  the applicant and the appropriate State agency  of approval or r jection  of the u e of the al ternate  te  t procedure. The approva l may be re tricted  to u e on l y with  resp  ct to a  pecific  discharge or faci lity (and it  laboratory) or, at the discretion of the R  gional  ATP Coord i nator, to all dischargers or facili tie   (and their as  ociated  l a boratories) specified  in the approval for the Region. If the application is not approved, the Regional ATP  Coordinator   hall pecify  what additional  i nformat ion might  lead to a recon  ideration  of the appl icat i on.

(2) The Regional ATP Coordinator will forward  a copy of   very approval and rej  ction notification to the 	ational  Alternate Te  t Procedure Coordinator.







7. 	In Section  §136.6:
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Clean Water Act Methods Update Rule for the Analysis of Effluent
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List of Subjects in 40 CFR part 136

Environmental protection, Incorporation by reference, Reporting and recordkeeping requirements, Test procedures, Water pollution control.





Dated:




FEB  0 5  2015
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Gina McCarthy, Administrator.
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